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NADA Numbers: 

Sponsor: 

Established Names: 

Trade Names: 

Marketing Status: OTC 

Effect of Supplement: 
. .,.. ..,., ., . ‘; )h ; , . ,. . . -: 

21 CFR 558.342(d)(4) currently provides for the combination use of 
melengestrol acetate ,and tylosin to provide 0.i5‘to tiX?rng/hdIday of 
melengestrol acetate and 90 mg/hd/day tylosin for heifers being fed in 
confinement for slaughter for increased rate of weight&in, improved feed 
efficiency, suppression-of estrus (heat), and reduced incidence of liver 
abscesses. 

Pharmacia & Upjohn Company Pharmacia & Upjohn Company 
7000 Portage Road 7000 Portage Road 
Kalmazoo, Ml 49601 Kalmazoo, Ml 49601 

Melengestrol acetate and tylosin phosphate’ Melengestrol acetate and tylosin phosphate’ 

MGA@ and TylanB 

. . ., 

These supplements provides for the treatment offhe approved combination of 
melengestrol acetate plus tylosin to be treated as a combination under’the pro”isions of the Animal Drug Ava’ilab.ilitS; AEf:l:“ijf p$g($, -.-&“;~fe~e~ce to 

feed delivered drug combinations. Ttie effect’isto “provide for the addition of 
the complete tylosin dose range to this combination (60 to 9‘0’ mglhdlday 
tylosin) with melengestrol acetate for Type’B andType.C medicated feeds for 
heifers being fed in confinement for sjaughter for increased rate of weight 
gain, improved feed efficiency, suppression of estrus (heat), and reduced 
incidence of liver abscesses causa by Fusobacterium neck$%k-~~ and 
Actinomyces (Corynebacferium) pyogenes. 

., ., . . . . ), . , . ,‘. , . 



For increased rate of weight gain, improved feed &iciency, supprecsion of 
estrus (heat) and reduced incidence of liver abscesses caused by 
Fusobacterium neci*bphorum and Actinomyces (Cotynebacterium) pyogenes. 

,, I . . j . . * . _. a ,._ .I i.. .i .: ,. ~ ./ 
A. Dosage Form 

MGAB is supplied as,,,a Type A medicated article at the concentrations of 
100, 200 or 500 mg of melengestrol acetate activity per pound. TylanB 
supplied as a Type A mediated article at the concentrations of 10, 40 or 

is 

100 grams of tylosin activity per pound of premix. Tylan and MGA may 
also be combined in a Liquid Type B‘iir C Medicated Feed. 

B. Route of Administration 

Oral, via the feed 

C. Recommended Dosage 

(A)Add 0:5 to 2.0 pou,nds per head per day of a liquid or dry medicated feed 
containing 0.125 to J .,6 t$figram of melengestrol acetate per pound to a 
medicated feed conta$ing 8‘to 10 grams of tylosin pe”r ton to provide 0.25 
to 0.50 mglhdldav of melengestrol acetate and 60 to 90 m9lhdidav of .. “’ .’ ‘-. 
tylosin, or 

(B)Add 0.5 to 2.0 pounds per head per day of a liquid or dry medicated feed 
containing 0.125 to 1 .O milligram of melengestrol acetate per pound to 4.5 
to 18 pounds of a dry‘rnediC~~~~~~~d,col?taining 10 to40 grams of tylosin 
per ton to provide’O.25to 0.50 mg/hd/day of melengestrol acetate and 60 
to 90 mg/hd/day of tylosin, or 

(C)Add 0.5 to 2.0 pounds-per head per day of a liquid or dry “medicated feed 
containing 0.125 to T.0 milligram of melengestrol acetate plus 45 to 186 . ^ 
milligrams of tylosin per pound to a ration of,nonmedicated feed to provide 
0.25 to 0.50 mglhtiday of;iibkng~~~~cetate an,d, 69 to 99 mgihdlday of 
tylosin. 



In accordance with the Federal Food Drug, and Cosmetic Act (FFDCA), as 
amended by the Animal Drug Availability Act of i 996’$the&tive 
ingredients or animal drugs intended for use. in combination in animal feed 
have previously been separately approved for the particular uses and 
conditions of use for which they are intended for use,, in combination FDA 
will not refuse to approve an NADA’for the combinatio,n on effectiveness 
grounds unless the Agency finds that,the N.ADA-fairsto demonstrate that 
1) there is substantia!. ev-id”ence, to d,emonstrate that any active ingredient 
or animal drug intended only for the same use,asanotheractive ingredient 
or animal drug in the combination .mal<es a contribution to the labeled 
effectiveness, 2) each of the active ingredients or animal drugs intended 
for at least one use that is different from all the other active ingredients or 
animal drugs used in combination provides appropriate concurrent use for 
the intended target population, or 3) where the,combination contains more 
than one nontopical antibacterial active ingredient or animal drug, there is 
s,ubsta.ntja!~ evidence that each of the nontopical antibacterial active 
ingredrents or anrmals drugs m&es a’contr$utjon to the labeled 

I, 

effectiveness (21 USQ512(d)(4)[Djj. 

Melengestrol acetate, as provided by Pharmacia & Upjohn Company, has 
previously been separately approved for use in heifers fed in confinement 
for slaughter for increased rate of weight gain, Jnproved feed efficiency, 
and suppression of estrus (heat) [21 CFR 5581342 (d);‘(?j(ifl~~~o%‘~ as 
provrded by Elanco Animal Health; has previously been sepat’ately 
approved for use in cattie fed, in confinement for slaughter for reduction of 
incidence of liver abscesses caused by Fusobticfk~~m necrdphorum and 
Actinomyces (Corynebacteriuti) pi6genes [21 CRF 558%X (f)(l’)(i)]:- “’ 
Under the provisions of ADAA,‘Phese supplements allow for the addition of 
the complete tylosindose+,range (60 to 90 ‘mg~hd&~‘f~k&n) -as provided 
by Elanco Animal HeaTh, and approved separately for use in cattle for 
reduction of incidence of liver abscesses c:aused by Fusobacteriuk 
necrophorum ?I$ A@qmyces (Corynebacteri’um) fiyogenes. 
Effectiveness for each drug, melengestrol acetate and tylosin, when 
administered alone in accordance with its approved uses and conditions of &.~,~~~~~” ..w~ina& ‘“““*:y:*xs ..a* 
use, is demonstrated in Pharmacj~$,.KU~ohn’k t%A~‘%-462 and 34-254, ,,,. / i, ,., .*_” ,<“U. and Elanco An~~~~ tiealth“s-FjkD;4-‘ir691’; any respkctively. 

Ty,ogin is; i;;tenb~.&c.r 2 y#&r&nt ye ihan m-dLestr;~ acgt _ _ _ _ 

the NADA need not demonstrate, by substantial evidence, that tilosin 
contributes to the labeled effec@rress of the combinations. Melengestr -01 
acetate and tylosin provide appropriate concurrent use because these 
drugs are intended to treat different conditions (melenaestrol acetate: he 
suppression, tylosin; liver abscesses)‘@+ to 0 

‘at 

sufficient frequency in heifers fedin 
ccur simultaneously &th 

confinement for slaughterY TIhere is no 



MGA@ PLUS TYLANQ 

more than one nontopical antibacterial contained in these combination 
animal drugs intended for use in Type B‘andTypeCr$ed&ted feeds. 

V. ANIMAL SAFETY. __’ 

In accordance with the Federal Food Drug, and cosmetic Act (FFDCA), as ~ 
amended by the Animal.,Drug Availability Act of 1996 if the active 
ingredients or animal drugs intended ‘for use in combination have 
previously been separately approved for the particular uses and conditions 
of use, for which, they are, intended for use.in combination; FDAGXTC not “.” .,,_., ,-. .a I 1;, 

., I. .- .I,, , 
refuse to approve an NADA for the combination ontarget animal safety .’ .. *’ 

. . . 

grounds unless there is a substantiated scientific&e specific to an active 
ingredient or animal drug used in the combination or a scientific issue 
raised by target animal 0bservation.s contained in studies submitted to the 
NADA for the combination and the FDA find$,th$ the application fails to 
establish that such combination active ingredient or animal drug is safe for 
the target animal. 

Melengestrol acetate, as provided by Pharmacia & Upjohn Company, has 
previously been separately approved for use in h,e.$ersfed in confinement 
for slaughter for improved feedefficiency, increased rate of weight gain, 
and suppression of etrus (heat) [21 CFR :~a.~~~~;iSl’~~~yl~s~n, as , “.. “.j. .^li 
provided by Elanco Animal Health, has previously been separately 
approved for use in cattle fed in confinement for slaughter‘for’reduction, of 
incidence of liver abscesses c++@ by Ftiso5acterium necmphorum and 
Acfinomyces (Cor@6bacteerium) pyogenes [21 CRF 558:‘625 ‘Q(i)(a)]:’ ’ 
Under the provisions of.ADA;ai, these supplements allow for the addition of 
the complete tylosin d&e range (60 to 90 mg/hd/day’tylosin) as provided 
by ElancoAnimal Heal@, and approved separately for use in cattle for 
reduction of incidence of liver abscesses caused by Fusobacteriuk 
necmphorum. and. Acfinqmym (Cotywbacfetiu,m) .pyogms. Target _, ,. .,. . 
animal safety for each,,drug, melengestrol acetate and tylosin, when 
administered alone in accordance with its approved-uses and conditions of 
use, are demonstrated ,in,Pharmacia s( Upjohn’s NADA 3%462%nd 341’” ^ . 
254, and Efanco Animal Health’s NADA ‘12-497 respectrvely. 

” ,I, ,. I ._ys‘L “; ‘_ ._,,. .*x1,.. . 

The Agency has not found any substantial scientific issues relating to the 
target animal safety’of melengestrol acetate or tylosin when used in 
combination under these NADAs ‘and no scientific issues have been raised 
by target animal observatipns submitted as a part of these NADAs-for 
these combinations. -Thus, pursuant to FFD’CA,’ as amen;ieb‘tj;i;ihe’Anirnal 
Drug Availtibility Act of 1996, no sped~~~‘t~~~t.ar;imaisaf~ty study(ies) are 
required for these supplemental approvals of NADA ?39Lil92 and 738-995. 



vI. HUMAN sAFEiV _. _, ,. < \ ., - ._ 

1, ,.,, r 

D, Withdrawal Time 

E. Regulatory Method 

F. 

In accordance with the Federal’Food, Drug, and Cosmetic Act “(FCDCA), Y 
as amended by the Animal Drug Availability .Act of*-E%~~Tfthe active 
ingredients of animal drugs intended for use in combination have been 
separately approved for the particular uses and conditions of use for which .~. ,._* -7 “,,%, _“_ I; “-Y”Ii they are inte?d,~~,~~lhuse.in combination, FDA wail not refuse’% approve”an 
NADA for the combination on human safety grounds unless one or more of 
the active ingredients or animal drugs used in the combination at the 
longest withdrawal time for the respective active ingredients or animal 
drugs exceeds the estab!.jshed tolerances, or one oofmol?Yof the active 
ingredients or animal drugs in the combination interferes with the method 
of analysis for another active ingredient or animal drug in the combination. 
Safety of this co,mb~n,atjon producthasbeen e&ab,jished by data in NADA’ 
NADA 39-4U2’and 34254”for mejengestrol acetate, 12-491 for tylosin and the original FoI for NADAs 1 3g-;1 g2 ina l~~~~~~~~~~~~-~~~~.~~ylan~ 

combination). 
For meleng6sf..s, tiCktat&, a’ tolerahc&~f s&batis pbr.gi;~ion..is estayhLd .) ..- . . 
for residues of the-parent compound, in fat of cattle as codified under 21 
CFR 558.380:” ” 

For tylosin, a tolerance,of 0.2 ppm is established for negligible residue of 
tylosin in uncookedfat, ,musc!e, liver, and kidney in cattle as codified under 
21 CFR 556.740:’ ” 

There is a 0 day @~$-aya! f~~.,‘yE~$Qgx? Wan 8. Refer to the approved 
NADAs 39-40’2 and 34-254 and NADA 121491, respectively. Tissue 
residue non-interference was*adequately shown, therefore the combination 
qualifies for a zero withdrawal period. 

Regulatory methods are available at the Center for veterinary Medicine,F.DA, HF~~~~~~~~~~~~~~s~~~~~~~~~,,‘~~~~~~~~.~ VMD 20855: 

.i ~ . . . . ,. I I .” ,. . .I .,, . .,I_ ..,,.. 

User Safety Concern 

Refer to the MS~S~~.?~rme!~~gestroI acetate and tylosin phosphate 
(NADAs 39-4Wand 34-254 and ‘~~~~~~~~~~~~~~ectively) by 
contacting the manufacturer for’the- MSDS 



MGAO PLUS TYLANB 

‘“. 
The data submitted in&p-port of these NADA~ &fil thF: 
section 512 of thefederal 

--- .- ---.-., . . .3 requirements of 

514 of the implementing re: 
Food, Drug, and Cosmetic, 
gulations. T- 

Act and 2;r’ CF.R&ps.& 

melengestrol acetate (to or ovide 0.25 1 .” _,. y..^ b.<. 
provide’60-90 mg/he, i&l/d’a 
weight gain, imp~roved feed effick 
reduced incidence of liver ab&&s&‘c: 
necrophorum and Actinomj 

The data demonstrate that 
- :o, O.,5,mg/head/day) plus tylosin (to 

:v) is safe and effective for increased rate of 
tncv: suppression of estrus (heat); and 

__ -Jus.ed by Fusobacterium 
rces (Corynebacterium) p~~&kx 

. . Pursuant to 21.CFR 514.106(b)(2)(v& these,combination NADA approvals 
areregarded as a Category II supplemental change which did not require 
a reevaluation of the safety and effectiveness data in‘the parent RADAs. 

supplementtil appli&tions an r&t enntain EI ih&nti-l n\n; 

effectivenessof the druL __ _ _ 
case of food producing~~aniniab~h~. . ._. . 
bioequivalence or residue studies) requi I-v 
conducted or sponsored by the applicant. 

.-. ..IV uyy,. 

“nder section 512(c)(2)(F)(iii) oflhe iEr-s@; $& w.;o.& i;>; fo& ’ 

producing animals do not qualify for marketina exclusivity because the 
. .- -_ . .- ,vwn fh.wJt I vu,wetal lllal _ __ -I,i” ., =“l’dence o,f the 
a invok.Gd any studies of animal safety, or, in the 

Iman food safety studies (other than 
irerl fnr the anrwjval and 

The Center for Veterinary Medicine has concluded that, for this product 
adequate direct@for use by the layperson have been provided and the 
product will retarn Its over-the-counter marketing status. 
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MGAB PLUS TYLANCO 

A. Type B BLUEBIRD LAE~ELFDR h&A@ &b TYLAN& “ 



Net Weight on Bulk Invoice 

Liquid Type C Medicated Cattle Feed M-T+ 
Do Not Feed Undiluted 

For Use in Heifer Feeds Only 

‘. 

‘\/ 

indications 

Heifers being fed in confinement for slaughter: For increased rate of weight gain, improved feed 
efficiency, suppression of estrus (heat), and reduced incidence of liver abscesses caused by 
f usobactenium necrophorum and Actinomyces (Corynebacterium) pyogenes. 

Active Drua lnaredients 

Melewestrol acetate WA@‘) ___._.______._~____._____._____., 0.0000276 to 0.00022% (0.25 to 2 g/ton)’ 

Sin phosphate (Wan@) ___.___._____.._____.----.---.--------.---------.-------.---.-.--.-.----..-. 90 to 360 g/ton’ 

Guaranteed Analysis 

Crude Protein, not less than .................................................................. % 
Non-Protein Nitrogen (NPN) 

., 
, not more than ................................................. % 

Crude Fat, not less than .............................................................. .......... % 
Crude Fiber, not more than .......................................................... ......... % 
Calcium, not less than. ................................................................ ......... % 
Calcium, not more than ............................................................ ............ % 
Phosphorus, not less than 
Sal?, not less than 

..................................................................... % 
. 

Sal?, 
............ ................................................................... % 

not more than 
Sodium3, 

............................................................ . ................. % 
not less than .......................................................................... 

Sodium3, not more than 
% 

............ .................................................. ......... % 
Potassium, not less than .............................................................. 
Vitamin A2’ 4, not less than 

........ % 
.................................................................... 

Dry Matter, 
I.U./lb 

not less than.. .............................................................................. 60 % 
Dry Matter, not more than.. ........... Q’.......................................................~ ....... 75% 
pH ................................ ..-....................., ........................................................ 4.5 to 6.0 

‘When added. 
21f added. 
‘Shall be guaranteed only when total sodium exceeds that furnished by the maximum salt 

9 uarantee. 
Other than precursors of Vitamin A. 

lnnredients 

Each ingredient must be named in accordance with the names and definitions adopted by the 
Association of American feed Control Officials. 

l Final printed label on formulated Type C medicated feed must bear a single concentration of each drug. 



Feedina Directions 

When preparing a liquid Type C feed, tylosin must be pre-solubilized in 50% urea for 
approximately 1 hour prior to the inclusion of any additional feed components or active 
ingredients. Maintain the pH between 4.5 and 6.0. 

For stored liquid Type C medicated feeds containing melengestrol acetate and tylosin, 
recirculate or agitate liquid Type C medicated feeds daily even when no Type C feed is used and 
immediately prior to use for no less than IO minutes moving not less than 1% of the tank 
contents per minute from the bottom to the top of the tank. 

Each pound contains 0.125 to 1 .O mg melengestrol acetate and 45 to 180 mg of tylosin. Feed to 
heifers at a rate of 0.5 to 2.0 pounds per head per day to provide 0.25 to 0.5 mg melengestrol 
acetate and 60 to 90 mg tylosin per head per day. Prior to feeding, this Liquid Type C product 
must be top-dressed onto a complete feed or mixed into the amount of complete feed consumed 
by an animal per day. 

Caution 

Feed continuously as sole ration. 

MGA is for use only in heifers being fed in confinement for slaughter. Not effective in steers and 
spayed heifers. 

When mixing and handling Tylan@, use protective clothing, impervious gloves and a dust mask. 
Operators should wash thoroughly with soap and water after handling. 
occurs, immediately rinse thoroughly with water. 

If accidental eye contact 

Manufactured by 

Blue Bird Feed Company 
Anytown, IN 11111 

Expiration Date: (8 weeks after manufac&ej 

MGA@ is a trademark of Pharmacia & Upjohn Company 
Tylan” is a trademark of Eli Lilly and Company. 



Net Weight on Bulk Invoice 

Type C Medicated Cattle Feed M-T+ 
Do Nat Feed Undiluted ._ 

For Use in Heifer Feeds Only ” 

Indications 

Heifers being fed in confinement for slaughter: For increased rate of weight gain, improved feed 
efficiency, suppression of estrus (heat), and reduced incidence of liver abscesses caused by 
Fusobacterium necrophonrm and Actinomyces (Corynebacterium) pyogenes.. 

Active Drua lnnredients 

Melengestrol acetate (MGA@) ____________.._____.----------... 0.0000276 to 0.00022% (0.25 to 2 g/ton)’ 

Sin phosphate (Van@) ____.___.._____.___...--.------.-.--.-.---.-----..-------- _____...___._.__.. 90 to 360 g/ton’ 

Guaranteed Analysis 

Crude Protein, not less than ... ........... .:. .................................................. 
Non-Protein Nitrogen (NPN)‘, not more than 

% 
......... 

Crude Fat, not less than 
........................................ % 

.... .......................................................... 
Crude Fiber, not more than . 

.......... % 
... . .................................................... 

Calcium, not less than 
......... % 

................................................................. 
Calcium, 

.......... % 
not more than ........................................... ................. ............ 

Phosphorus, not less than 
% 

Sal?, not less than 
..................................................................... % 

............................................................................... 
Salt’, not more than 

% 

Sodium3, 
.............................................................................. % 

not less than 
Sodium3, 

........................ . ........................... ..:‘.................... % 
not more than - ....................................................................... 

Potassium, not less than 
% 

....... 
Vitamin A*’ 4, not less than 

....................................................... ........ % 
............................................... . ........... ......... I.U./lb 

‘When added. 
*If added. 

2 

3Shall be guaranteed only when total hiurn exceeds that furnished by the maximum salt 

% uarantee. 
Other than precursors of Vitamin A. 

Inaredients 

Each ingredient must be named in accqrdaflce with the names and definitions adopted by the 
Association of American Feed Control Offkials. 

* Final printed label on formulated Type.C medicated feed must bear a single concentration of each drug. 



/’ 

, 

Feedina Directions 

Each pound contains 0.125 to 1.0 mg melengestrol acetate and 45 to 180 mg of tylosin. Feed to 
heifers at a rate of 0.5 to 2.0 pounds per head per day to provide 0.25 to 0.5 mg melengestrol 
acetate and 60 to 90 mg tylosin per head per day. Prior to feeding, this Type C product must be 
top-dressed onto a complete feed or mixed into the amount of complete feed consumed by an 
animal per day. S’. . 

Caution 

Feed continuously as sole ration. 

MGA is for use only in heifers being fed in confinement for slaughter. 
spayed heifers. 

Not effective in steers and 

When mixing and handling Tylan@, use protective clothing, impervious gloves and a dust mask. 
Operators should wash thoroughly with soap and water after handling. 
occurs, immediately rinse thoroughly with water. 

If accidental eye contact 

by Manufactured 

Blue Bird Feed Company 
Anytown, IN 11111 

MGAzi.s a trademark of Pharmacia & Upjohn Company 
Tylan IS a trademark of Eli Lilly and Company. 

, 


